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Informatioii Disclosure Statement 

BOXAF 

Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

Listed on accompanying Fonn PT0.1449 are documents that may be considered material 
to the examination of this application, in compliance with the duty of disclosure requirements of 
37 C.F.R. §§ 1.56. 1.97 and 1.98. 

Where the publication date of a listed document does not provide a month of publication, 
the year of publication of the listed document is sufficiently earlier than the effective U.S. filing 
date and any foreign priority date so that the month of pubUcaiion is not m issue. Applicants have 
listed publication dates on the attached PTO-1449 based on information presently available to the 
undersigned. However, the bsted pubUcation dates should not be construed as an admission that 
the information was actually published on the date indicated. 

Applicants reserve the right to establish the patentability of the claimed invention over 
any of the information provided herewith, and/or to prove that this information may not be prior 
an. and/or to prove that this mfonnation may not be enabUng for the teachings purportedly 
offered. 
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This siaTement should not be construed as a representation that a search has been made, or 
that infonnation more material to the examination of the present patent appUcation does not 
exist. The Exaramer is specifically requested not to rely solely on the material submined 
herewith. It is further understood that the Examiner wiU consider information that had been cited 
by or submitted to the U.S. Patem and Trademark Office in a prior ^plication relied on under 35 
aS.C. § 120. 1138 OG 37, 38 (May 19, 1992). 

Applicants have checked the appropriate boxes below. 

□ 1. This information Disclosure Statement is being filed within three months of the U.S. 

filing date OR before the mailing date of a first Office Action on the merits. No 
statement under 37 C.f .R. § 1.97(e) or fee is required, or 

□ 2. This Information Pisclosure Statement is being filed more than rhree months after the 

U.S. filing date AND after the mailing date of the first Office Action on the 
ments, but before the mailing date of a Final Rejection or Notice of Allowance, or 
action that otherwise closes prosecution in the application, and 
P a. I hereby slate that each item of information contained in this Information 
Disclosure Statement was cited in any communication fiom a foreign 
patent office in a counteipan foreign application not more than three 
months prior to the filing of this Information Disclosure Statement. 37 
C.F.R.§ 1.97(e)(1), or 
□ b. I hereby state that no item of information in tins Infonnation Disclosure Statement 
was cited in any commumcation fiom a foreign patent office in a 
countetpan foreign appUcation, and, to my knowledge after making 
reasonable inquiry, no item of information contained in this Infonnation 
Disclosure Statement was known to any individual designated in 37 CF.R. 
§ 1.56(c) more than three months prior to the filing of this Information 
Disclosure Statement. 37 C.F.R. § 1, 97(e)(2), or 

Oc. Attached is our Check No. in the amount of $ in payment of tile 

fee under 37 C.F.R. § 1.1 7(p). 
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■ 3. This Informaiion Disclosure Smtement is being filed more than three months after the 
U.S. filing date and after the mailing date of a Final Rejection or Notice of 
Allowance, but on or before payment of the Issue Fee. 

□ a. I hereby state that each item of mfoimation contained in this Infonnation 

Disclosure Statement was cited in any communication from a foreign 
patent office in a coimtetpan foreign application not more than three 
months prior to the fiUng of this Infonnation Disclosure Statement. 37 
C.F.R. § 1.97(e)(1), or 

□ b. I hereby state that no item of information in this Infoimation Disclosure Statement 

wa5 cited in any communication fi-om a foreign patent office in a 
counieipan foreign application, and, to my knowledge after making 
reasonable inquiry, no item of infoimation contained in this Information 
Disclosure Statement was Icnown to any individual designated in 37 C.F.R. 
§ 1.56(c) more than three months prior to the filing of ibis Infonnation 
Disclosure Statement. 37 C.F.R. § 1.97(e)(2). 
Relevance of the non-English language document(s) is discussed in the present 
specification. 

Tht document(s) was/were cited in a conesponding foreign application. An EngUsh 
language version of the foreign search repon is attached for the Exammer's 
infonnation. 



□ 4. 



□ 5 



P6 



A concise explanation of the relevance of the non-EngUsh language document(s) appeals 
below: 

P 7. The Examiner's aneniion is directed to co-pending U.S. Patent Application No. 

, filed ^ which js directed to related technical subject matter. 

The identificauon of this U.S. Patent Application is not to be consnued as a 
waiver of secrecy as to that appUcation now or upon issuance of ihe presem 
application as a patent. The Examiner is respectfi^lly requested to consider the 
cited applicanon and the an cited therein during examination. 

□ 8. Copies of the documents were cited by or submitted to the Office in Application No. 

' filed ^, which is relied upon for an earlier filing date under 
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35 U.S.C. § 120. Thus, copies of these documents are not attached. 37 C.f.R, 
§ 1.98(d). 

It is respecifijUy requested that the Examiner initial and return a copy of the enclosed 
PTai449, and to indicate in the official file wrapper of this patent apphcation that the 
documents have been considered. 

The U.S. Patent and Trademark Office is hereby authorized to charge any fee deficiency, 
or credit any overpayment, to our Deposit Account No. 08-3038 referencing docket number 
00801.0084.CPUS04. 

Respectfully submined. 



Date: April 12, 2002 

Albert P, Halluin (Reg. ^6^45,227) 
Viola T. Kung (Reg. No. 41,131) 

HOWREY SIMON ARNOLD & WHITE, LLP 
301 RaveiKwood Avenue 
Box No. 34 

MenloPark,CA 94025 
(650)463-8109 



BEJ^T /VVAILABUE COPV 



■12-02 05:1 Spin From-HOWREY S SIMON 



+6504638400 
■ 



T-663 P. 08/10 F-362 
snaet n of_3 



UST OF REFERENCES CITED BY APPUCANT 



PTO FORI 



r 



if:/8if RECEIVED 
APR \ 5 200^ 
GROUP 



Am. DOCKET 

00801 -0087,CPUS04 



Stephen J. GARGER, et &L 




July 26, 2000 



GROUP 

1656 



U.S. PATENT DOCUMENTS 
















rAwopR**TC 




1. 


5,179,023 


01/12/93 


Calhoun, et ah 


435 


32Q.1 


07/07/90 


FOREIGN PAl 


PENT DOCUMENTS 






pocuiCAfrraJMaeR 




COUNTRY 


ClASS 


SUSCIASS 


TttAHStATiON 


VES 


HO 




2. 


WO 97/10353 


03/20/97 


PCT 






X 




OTHER REFERENCES 








3. 


Brady, Tabry Dfeease", 1 169-1 178 




4. 


Bowie, et al., -Djcjphering The Message in Protein Sequences: Tolerance to Amino Acj0 
Suiistitutions/ Science 247:i3Q6-i3iQ {i990) 




5. 


Chapman, et ai., '^Poi^to vims X as a vector for gene expression \r) pisnts.' r/?e Piaat Journal, 
2(4):548-557(l992) 




6. 


Cranier, Amrio^n Journ^i ofhuirmn Gcnmics, 57M), 1995. PuDJisned for the American or Human 
Genetic by the University of Chicago Press 




7. 


DesnicK, et al., "o-Gaiactosidase A Peficjency: Faory Disease ' Chapter 69. pgs. 2741-2784 




8. 


EriCKSon, et ai., -BioSymhesis of me Uysoeomal Enzyme Gigoocerehrosidase,* Jounmt of 
Biological Ct^QmisUy, 260(26):14319-14324 (1985) 




9, 


Ferrari, et el., "Cloning and expression of a &oiMt»le sianqase from Chinese hamsier ovary cetis: 
sequence alignment simiiarfties to bacterial Siafidases," Clycobiofogy, £(3):367-373 (1994) 




10- 


Fufbisn, et al., "Enzyme replacemeni therapy in Gaucner's disease: Large-scale purification of 
gluoocerebfosidase sujtaWe for human aominisfrattont* Proc. Acatf. So., 7i(8) 3560-3563 
(1977) 




11. 


Furbish, et a)., "UpiaKe and Distribution of Placental Giucocerebrosidase in at Hepatic Ceils and 
Effects of Sequeoiial Deglycosylaiion," &oc/?ei77/ca er Bfopnysica Acta, 673:425-434 (1981 ) 




12. 


pranK. ei af . "Automation of PNA Sequencing Reactions and Related Techniques: A WofKsiation 
for Micromanipulation of Uquids," e^orec/Jno/ogy 6;i2ii (1988) 




13. 


Grace, et ai., "Analyses ot Catalytic Aciivjiy and inhibitor Binding of human Acid A-Giucosioase by 
S(te-direciad Mutagenesis/ 7/)e Journal Biological Chemistry, pgs. 6827-6835 (1989) 



•e^CAMlNER: initial if reference cposidereq. wnetner or not Qtation is m contormance wim MPEP 609: Draw ime tnrouQn pnauon it 
not *n coflformance and not consioereq. include copy of this form wim next oomrminicaooo to applicant 



BEST AVM' '^R' E COPY 



-12-02 05:15pm From-HOWREY & SIMON +6504638400 T-663 P. 09/10 F-362 

sr»e«i 2 of 3 





ATTY docket lO 




UST OF REFJPRENCES CITEP BY APPUCAWT 


00801 .0087,CPUS04 




(Uss sMi^fsDB&ts it necessary) 




PTO FORM 1449 








Siepnen J. GARGER. el ai 








Gf*OuH 




July 26. 2000 


1656 





14- 


Grape, at a|., Analysis of Human Acio ^-<3|uco$idase t>y Qte-Pireciea MuiagenBsjs ano 
Keieralogoys Expression " The Joumai of Bioiogicsl C/ie/nr^ 2gS(3}:2283-229l (1994} 




15. 


Grace and Gra&ow^, "Human Acid ^igcostdase: c^ycos/lafon 1$ Required for Catalytic 




16. 


Graf)ow$ki, ei aj,, -Expr^^sion of Functional Human Acid ^-Giucosidas^ m COS-i and Spat^jopwra 
frugipcra& Cells; fnzy/na 41:1 31-142 <1989) 




17. 


Hopp, Bt al., ~A Snort Polypeptide Manner Sequence Useful for Racombiriam Protein Idanijficaiian 
ani^ Purification; aorec/ino/pgy 6:1204-1210 (19B8J 




IB- 


liasikjns, at ai., Aipna-u-lduronidase Pefipancy in a Cat: A Model of Mucopolysaccharidosis i; 
P^iat Res. 13:1294-1297 (1978) 




19, 


Jonseon. at ai., "gfosyntftajsis and naturation of gtucQcereDrosldase in Gaucher fiDmblasts; J. 
BiQcnem. 104:171-179 (1987) 




20. 


Kaplan, et al,, "Pnosphohexosyl components of a lysosomal enzyme are recognized Oy pinocytosis 
receptors on human ffbroplasis," Pfoc. A/atf. Acad. Sa USA 74{5):2026-2030 (1977) 




21, 


Komfeld and Meiiman. TTw Biogenesis of Uysosomes; Annu, Rev. Ce/y Bioh 5:483-525 (1989) 




22. 


Miyamurai et al.. "A CartKwy-terminai Truncation of Human a-Ga|aqosjdase A in a Heterozygous 
Female wjtn Faory Disease and Mpdificaiion of the Enzymatic Aciiviry by the Cartioxy-iem>ina) 
Domain; J. Chn //ji^esr., 98{8):i809-l8l7 (1995) 




23. 


Murray, "i-ectin-Specific Targeting of Lysosomal Enzymes to Reticuloendothelial Cells; Methods ni 
Bm^ology, 1£§:25, 39. 41 , 42 (1 987) 




24, 


Ngo. et al.. "Computational Complexity, Protein Structure Prediction, and the Levintnai Paradox; 
pgs, 491 -495, K- Ment. Jr. and S, ue Gr^nd, eds. (i 994) 




25. 


ParK ot al-. "Structure and nucleotide sequence of tomato hMG2 encoding 3-hydroxy-3-meinyl- 
giutafyl coenzyme A reductase; P/anrMo/ecu/arft'o/pgy 20:327-331 (1992) 




26. 


S<x>tl, et au, "Human o-L-iauronidase: cDNA isolation and expression; Froc. N^V. Acad. Set. USA. 
28:9695-9699(1991) 




27- 


Scott, et al.. Structure and Sequence of me Human o-L-lduronidase Gene Genomics 13:1 311 -131 3 
(1992) 




28. 


Schaissle. ei a)., "Molecular Cloning and Characterization of tne Structural Gene Coding for the 
Developmentally Regulated Uysosomai Enzyme, a-Mannosioase, in Dlctystettum dtscoKfeum, Tne 
Journal of Bidogicai C/jemrsfo^26Z(6):4000-4007 (1991) 




29. 


Shall, et ai.. "Enzyme replacement in a canine model for Hurler syndrome; Proc, N&ti Acad Sci 
USA, 21:12917-12941 (1994) 



'EXAMINER, iniiiai reference considered, wnemer or not Qtapon is in contormance wim MPEP 609; Draw line inrowgn c»raiK?n if 
noi in conformance and not considered. incHide copy of tnis torm wnn ngxi cpmmunication to appltcany 



BEST AVAii AO' c COPY 



-12-02 05:1 Spin From-HOWREY 4 SIMON 



+6504638400 



T-663 P. 10/10 F-362 
Sheet . 3 of 3 



MST OF REFERENCES CITED BY APPUCW 


Am. OOCKPT no. 

00&01.0O87.CPUSO4 


09/626,127 


r\\j rPKwl 1449 


Stephen J- GARG€R, et ai. 






CROUP 




July 26, 2000 


1656 





30. 


Schi*: ano Schirmer. "Principles of Proieln Structure.' Springer-Verl^g, e4«. 




31, 


S(imons, ai. Trodwtajon ct Cprrecify Process^ human Semm AjtHjmjnln Tran^aenlc Piani5/ Bkmctmoiogy 
a;2l7-^22l (1990) 




32. 


SOTQe^ et 'Molecular cloning and nucieoiide sequence ot nurnan giucocerebrosidase cONA,' 
Pm. NaV- Acaa. Sa, USA §2:7289-7283 (1987) 




33. 


TnornOwfg, ex ai., "Wouna-induciWe expression of a potato inhtoKor H-chlorgmphenicoi 
acetyftransf^rase geen fusion in transgenic totjacco plants/ Proc, Na». Acad. Sd, M:744-74a 
(1987) 




34. 


Ts^ju et ai., 'Nucleotide Sequence of cPNA Containing ihe Complete Coding Sequence for Human 
Lysosomal Giucoeereprosidase," 7ne Journal of Bloiogicsi Chemistry 26j.(i ):60-63 (1 966) 




35. 


VancleKercKriove, et a|., *EnKepnalins Produced in Transgenic Plants Using Modified 23 Seed 
Stor^ Proieins." 0ibrecrt/7ptofly 7:929-933 (1989) 




36. 


Von FiQura and Hasilik, "Lysosomal Enzymes and Their Receptors ' Anr). Rev. Bioch^m. 55:167- 
193 {1986} 




37. 


Warner, et ai., "Photoiapeirng of tne a-Negraminidase/^'Gaiaciosidase Complsx From Human 
Placenta With a Photoreactive Neuraminidase inhibitor/ Biocnerrucaf arid Bioprtysfcai Resercn 
CommunicaVons j23(l ):l (1990) 




38. 


Wejssen&om, 'hMB-CoA reductase and terpeniod phytoaiexjns: Molecular specialization witnin a 
compl^^c pathway," Pnystotog/a P/anfa/vm^:393-400 (1995) 




39. 


James A, WeHs, "Addiiivity ot Muiational Ettects in Proteins," e/oc^ewisr/y,28(37):8509'85i7 
(1990) 




40, 


Zhu ancj Goldstein. 'Cloning and characterization of a cDNA encoding cnicKen fiver a-N- 
acetyigaiactosaminidase 



•^XAMiNER' inittai it reference considered, wnetJ^er or noT Qtation is in cootormancse wttn MPEP SOa; Draw line mrowgn citairon ii 
not in confonriance and m considered, copy of m*s iotm w^tn next communication to applicant 



BEST AVAILABLE COPY 



